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REMARKS 

Applicants submit that the amendments made herein are fully supported in the present 
specification as filed and add no new matter. Entry of the present amendment is respectfully 
requested. 

In the alternative, if the Examiner continues with the rejections of the present application, 
it is respectfully requested that the present Amendment be entered for purposes of an Appeal. 
The Amendment reduces the issues on appeal by reducing the number of claims and/or 
overcoming the rejections under 35 U.S.C. § 112, first paragraph. Thus, the issues on appeal 
would be reduced. 

Applicants respectfully request the Examiner to reconsider the present application in 
view of the foregoing amendments to the claims and the following remarks. 

Applicants note that an Interview with the Examiner before the filing of the present reply 
was requested. However, the Examiner did not grant the Interview. 

Status of the Claims 

In the present Amendment, claims 1, 3, 5, 24, 25, 27 and 28 have been canceled without 
prejudice or disclaimer of the subject matter contained therein. Also, claims 7, 13-16 and 26 have 
been amended. It is worth noting that claim 23 is the only independent claim pending. This 
makes claims 7-16 and 23 and 26 as pending in the present application. 

No new matter is introduced with these claim amendments. Many of the claims have 
been amended to depend on claim 23. 
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Based upon the above considerations, entry of the present amendment is respectfully 
requested. 

In view of the following remarks, Applicants respectfully request that the Examiner 
withdraw all rejections and allow the currently pending claims. 

Issues under 35 U.S.C. § 112, First Paragraph 

Claim 1 stands rejected as failing to comply with the requirements of the first paragraph 
of 35 U.S.C. § 1 12. See Office Action, paragraph 3, page 2. 

Further, claims 1, 3, 5, 24 and 25 stand rejected as failing to comply with the 
requirements of the first paragraph of 35 U.S.C. § 1 12. See Office Action, paragraph 3, page 2. 

Also, claims 26-28 stand rejected as failing to comply with the requirements of the first 
paragraph of 35 U.S.C. § 1 12. See Office Action, paragraphs 4-5, pages 2-4. 

Regarding the first two rejections, the disputed claims have been canceled thereby 
rendering these rejections moot. 

Regarding the enablement rejection of claims 26-28, Applicants respectfully traverse in 
that claims 27-28 have been canceled, and claim 26 now depends on claim 23 which is not at 
issue. Thus, this rejection has also been instantly overcome. 

Reconsideration and withdrawal of these rejections are respectfully requested. 
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Issues under 35 U.S.C. § 112, Second Paragraph 

Claims 23-25 stand rejected as failing to comply with the requirements of the second 
paragraph of 35 U.S.C. § 1 12. See Office Action, page 6 (paragraph 6). Applicants respectfully 
traverse. 

First, claims 24-25 have been canceled thereby rendering the rejection of these claims 

moot. 

Regarding claim 23, the Examiner is rejecting this claim due to the recitation of 
"substantially" in describing the pattern of Figure 3. Figure 3, also described in paragraph 
[0082] at page 27 of the original specification, refers to powder X-ray diffraction data. 

However, the Examiner cites M.P.E.P. § 2173.05(b)(F) to support this rejection. While 
this section of the M.P.E.P. refers to terms such as "superior" and "aesthetically pleasing," this 
M.P.E.P. subsection does not refer to the term "substantially." Instead, M.P.E.P. 
§ 2173.05(b){D) refers to "substantially," wherein some case law that holds this term to be 
definite. For instance, Applicants note In re Mattison, 509 F.2d 563, 184 USPQ 484 (CCPA 
1975). 

Furthermore, Applicants respectfully disagree with the Examiner's rejection since U.S. 
case law establishes that "substantially" can be a part of the claim language if the term "serves 
reasonably to describe subject matter so that its scope would be understood by persons in field of 
invention, and to distinguish the claimed subject matter from the prior art," and is "warranted by 
the nature of the invention, in order to accommodate minor variations that may be appropriate to 
secure the invention." See In re Mattison, supra; Verve LLC v. Crane Cams Inc., 65 USPQ2d 
1051 , 1 054 (Fed. Cir. 2002) (wherein the Federal Circuit found that the term "substantially" does 
7 of 10 MSW/ETP 



Application No. 10/571,279 Docket No.: 1056-0133PUS1 

Art Unit 1626 

After Final Office Action of January 9, 2009 

not render the disputed patent claims invalid for indefiniteness, and remanded to the lower 
court). 

Therefore, Applicants respectfully request reconsideration of claim 23 in its recitation of 
"substantially", as such language does not render the claim as indefinite since one skilled in the 
art can determine the scope of the claimed invention in terms of a certain degree. As stated in 
Verve LLC, terms such as "substantially" are used in patents when warranted by the nature of 
invention in order to accommodate minor variations that may be appropriate to secure invention 
and may be necessary in order to provide an inventor with the full benefit of an invention. 65 
USPQ2d at 1 054. That is the case here given the strength of the peaks of the X-ray diffraction 
data. 

Also, the understanding of the scope of "substantially" can be derived from sources 
outside the specification. As further support of Applicants' position, herein enclosed is an 
excerpt (and English translation thereof) from "Advanced Technology, Application and 
Development of Polymorphic Crystals" (August 2005). As can be seen from Table 4 (page 17), 
X-ray diffraction data is sufficient in describing a polymorph. IR and solid state NMR can also 
identify polymorphic crystals. Thus, with Figure 3 being recited in the claim, the state of the art 
clearly guides the skilled artisan of the proper meaning of "substantially." 

In addition, Applicants note other case law that supports the claim language of, e.g., 
"substantially equal" and "closely approximate." See Andrew Corp. v. Gabriel Elecs. Inc., 6 
USPQ2d 2010, 2013 (Fed. Cir. 1988). As stated in Andrew Corp., when serving reasonably to 
describe the claimed subject matter to those of skill in the field of the invention, and to 



8 of 10 



MSW/ETP 



Application No. 10/571,279 Docket No.: 1056-0133PUS1 

AH Unit 1626 

After Final Office Action of January 9, 2009 

distinguish the claimed subject matter from the prior art, the term "substantially equal" has been 
accepted in patent examination and upheld by the courts. 6 USPQ2d at 2012. 

Finally, the USPTO has already accepted claim language like "substantially". For 
instance, claim 1 of U.S. Patent No. 7,405,216 B2 uses the term "approximately" in describing 
X-ray powder diffraction data points. 

Accordingly, it is respectfully submitted that all of the claims currently pending in this 
application comply with the requirements of the second paragraph of 35 U.S.C. § 112. 
Reconsideration and withdrawal of this rejection are respectfully requested. 

Withdrawn Claims 

Applicants also request that product claim 23 is found allowable, then the process claims 
of making such a novel product should also be allowable. In re Ochiai, 37 USPQ2d 1 127 (Fed. 
Cir. 1995). Thus, rejoinder of the method of making claims is respectfully requested. 

Conclusion 

In view of the above amendment, Applicants believe the pending application is in 
condition for allowance. A Notice of Allowability is respectfully requested. 

Should there be any outstanding matters that need to be resolved in the present 
application, the Examiner is respectfully requested to contact Eugene T. Perez (Reg. No. 48,501) 
at the telephone number of the undersigned below, to conduct an interview in an effort to 
expedite prosecution in connection with the present application. 
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If necessary, the Commissioner is hereby authorized in this, concurrent, and future replies 
to charge payment or credit any overpayment to Deposit Account No. 02-2448 for any additional 
fees required under 37.C.F.R. §§1 .16 or 1.17; particularly, extension of time fees. 



Dated: 1 ° ^ ResrfSbtfully submitted, 

Marc S. KVeiner 
Registration No.: 32,181 

BIRCH, STEWART, KOLASCH & BIRCH, LLP 
8110 Gatehouse Road, Suite 100 East 
P.O. Box 747 

Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicant 



Attachment: Masakuni Matsuoka, "Advanced Technology, Application and Development of 
Polymorphic Crystals," cover and p. 17 (August 2005) (3 pages total) 
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Table 4 Measurement Method of Polymorphic Crystals 



X-ray diffraction 



Thermal measurement 



Infrared absorption 
spectroscopy / Raman 
scattering spectroscopy 
Solid state nuclear 
magnetic resonance 

Microscopic observation 



Obtainable Information 



Distinction of polymorph (powder), Determination of 
space group (single crystal), Packing, Conformation 

Distinction of polymorph (melting point and phase 
transition), Thermodynamic stability of polymorph, 
Melting heat, Transition heat, Dissolution heat, 
Crystallization speed 

Distinction of polymorph (conformation and 
packing), lntermolecular interaction 

Distinction of polymorph (local internal magnetic 
field) 

Distinction of polymorph (morphology), 
Birefringence 



